United States Patent and Trademark Ofhce 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark OtBce 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



10/516,352 



07/20/2005 



Karl Okolotowicz 



24574 7590 06/18/2009 

JEFFER, mangels, butler & MARMARO, LLP 
1900 AVENUE OF THE STARS, 7TH FLOOR 
LOS ANGELES, CA 90067 



RIDER, LANCE W 



PAPER NUMBER 



DELIVERY MODE 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



KJtSiVrXS nvrliyjts OUff Iff fcff Jr 


Application No. 

10/516,352 


Applicant(s) 

OKOLOTOWICZ, KARL 


Examiner 
LANCE RIDER 


Art Unit 
4131 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 
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DETAILED ACTION 
Status of Claims 

Claims 1, 3-8, 10-15, and 17-23 are witlidrawn from furtlier consideration 
pursuant to 37 CFR 1 .142(b), as being drawn to a nonelected groups, tliere being no 
allowable generic or linking claim. Applicant timely traversed the restriction (election) 
requirement in the reply filed on June 8"" 2009. 

Election/Restrictions 

Applicant's election with traverse of claims 2, 9, and 16 in the reply filed on June 
8'^ 2009 is acknowledged. The traversal is on the ground(s) that the prior art of Burkett, 
US Patent 6,086,852 does not break unity by exactly teaching the claimed invention, 
and therefore does not make the special technical feature a common technical feature, 
for the following reason. 

"Applicant submits that it does not teach that peak 8 (dye claimed in claim 2) is at 
least 73% by weight of the total organic dye content of the composition; nor that peak 6 
(dye claimed in claim 9) is at least 73% by weight of the total organic dye content of the 
composition; nor that peaks 6 and 8 are at least 70% by weight of the total organic dye 
content of the composition, as presently claimed. For example, Fig. 2 in Burkett teaches 
that peak 6 has an area of 41 .88, peak 7 has an area of 1 1 2.27, and peak 8 has an 
area of 270.77. Even if the percentages by weight of each of the peaks were 
extrapolated from the areas of the peaks in Fig. 2, it would not disclose the 
compositions of the present invention, i.e., it would not disclose that peak 6 has the 
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greatest percentage by weight of all peaks, or that peak 8 is specifically at least 73% by 
weight of the composition as claimed. 

This is not found persuasive because the instantly claimed invention does not 
involve a novel inventive step over the prior art cited. As applicant states, Burkett, US 
Patent 6,086,852, teaches In columns 15-17, and figure 2, an HPLC purification of the 
dye composition resulting In a series of peaks. It is therefore clear from this figure alone 
that the dye compositions were prepared and purified yielding a pure form of the dyes in 
question, though the collection of the HPLC fractions containing the pure dyes was not 
specifically disclosed. The Inventive step in both the instantly claimed application and 
the prior art was the production of pure formations of the dyes of peaks 6 and 8. 
Burkett, US Patent 6,086,852 discloses the formation of these dyes as well as their 
purification, resulting in the compositions contained in peaks 6 and 8. In these peaks, 
the dye contents are greater than 73%, or 70% of the total organic dye content. Though 
Burkett, US Patent 6,086,852,does not disclose the collection of these fractions. It would 
have been obvious to one of ordinary skill in the art at the time of the invention to use 
common procedures for the collection of HPLC fractions to obtain the purified dyes 
disclosed and purified In Burkett, US Patent 6,086,852. As the Instantly claimed 
application shows no novel Inventive step over the prior art of Burkett, US Patent 
6,086,852 the requirement is still deemed proper and is therefore made FINAL. 
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Information Disclosure Statement 

The Information Disclosure Statements (IDS)s, filed by applicant on September 
19"^ 2007 and April 22"^^ 2009 have been considered by the examiner in the present 
case. 



Priority 

This application, filed July 20*'' 2005 is a national stage entry of PCT/US02/1 7720 
filed on June 4'^^ 2002. 



Claim Rejections - 35 USC § 103 

The following Is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 



1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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Claims 2, 9, and 16 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Burkett, US Patent 6,086,852, in view of Cannell, R.J. P., 
(Natural Products Isolation, 1998). 

Claims 2, 9, and 16 are drawn to dye compositions of tine following structures 
alone or in combination. 
I. 



II. 




Burkett, US Patent 6,086,852 discloses in columns 2 and 3, columns 15-17, 
claims 1-10, and in figures 1 and 2, compositions of dyes having the same structure of 



Application/Control Number: 10/516,352 Page 6 

Art Unit: 4131 

the instantly claimed dyes I and II. Burkett, US Patent 6,086,852 discloses the 
purification of these dyes by HPLC in figures 1 and 2 yielding individual peaks for each 
of the dyes, specifically peaks 6 (dye I) and 8 (dye II). The contents of these peaks 
comprise a mobile phase along with the purified dyes having at least 73% of the total 
organic dye content being the disclosed dye. 

Burkett, US Patent 6,086,852 does not disclose the combination of dyes 6 and 8 
only in which they comprise at least 70% of the total organic dye content, or the 
collection of the peaks as fractions. 

Cannell, R.J. P., (Natural Products Isolation, 1998) discloses on pages 199 and 
200 methods for collecting fractions of HPLC samples in which, given proper 
separation, as seen in figures 1 and 2 of Burkett, US Patent 6,086,852, one can arrive 
at essentially pure samples of HPLC purified compounds. The combination of dyes 6, 7, 
and 8 could have also been collected as a single fraction from the HPLC run shown in 
figure 2, depending upon the size of the fractions used. Merely collecting a fraction 
containing peaks 6-8 would have formed a composition in which dyes I and II would 
comprise greater than 70% of the total organic dye content. The same result could have 
also been obtained by collecting fractions containing peaks 6 and 8 separately and 
mixing them together. 

Burkett, US Patent 6,086,852 discloses in column 5, lines 15-35 that purified 
dyes were required by regulatory requirements at the time, thus it would have been 
obvious to purify the compounds in such a way as to meet those requirements. It would 
have been prima facie obvious to one of ordinary skill in the art at the time of the 
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invention to collect purified HPLC samples, such as those disclosed in Burkett, US 
Patent 6,086,852, using known methods of fraction collection, such as by pooling a 
target peak, as disclosed in Cannell, R.J. P., (Natural Products Isolation, 1998). This 
would allow one to obtain pure compositions of chemical compounds, such as the dyes 
currently claimed, which would have met regulatory purity requirements. 



Conclusion 

No claims are currently allowed. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LANCE RIDER whose telephone number is (571 )270- 
1337. The examiner can normally be reached on Monday through Friday, 7:30 to 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Patrick Nolan can be reached on 571-272-0847. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/LANCE RIDER/ 
Examiner, Art Unit 4131 
/Patrick J. Nolan/ 



Supervisory Patent Examiner, Art Unit 4131 



